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What is CDISC?
Clinical Data Interchange Standards Consortium

§ Global Standards Development Organization (SDO)
§ Founded in 1997 (all volunteers)
§ Incorporated in 2000 as a non-profit organization
§ Over 300 member organizations
§ Strength through Collaboration  
§ 90 countries; Coordinating Committees in Europe, 

Japan, China, Asia-Pacific; 20 user networks 
§ Robust education program
§ CDISC Standards

§ Streamline research processes and enable data 
sharing/aggregation

§ Support all types of research from protocol through 
analysis and reporting

§ Include link to healthcare through EHRs



The CDISC Vision: informing patient care and safety through 
higher quality medical research.

Mission:  To develop and support global, 
platform-independent data standards that 
enable information system interoperability to 
improve medical research and 
related areas of healthcare

www.cdisc.org

• CDISC has established worldwide industry 
standards to support the electronic 
acquisition, exchange, submission and 
archiving of clinical research data and 
metadata to improve data quality and streamline 
medical and biopharmaceutical product 
development and research processes

• Consensus-based development
• Standards are freely available at www.cdisc.org
• IP Policy ensures open standards
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CDISC
• CDISC is a community of Data Scientists
• Work to ensure that clinical data can be found, 

understood and used appropriately
• CDISC Standards specify how to structure the 

data to support efficient data sharing for regulated 
clinical trials

• CDISC Standards Do Not specify what data 
should be collected or how to conduct clinical trial 
protocols, assessments or endpoints

• CDISC works with Clinical Experts to help 
understand key concepts and translate them 
correctly into CDISC standards
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Regulatory Drivers

6



© CDISC 2016

FDA Data Standards Catalogue v4.4                                       
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm

Requirement of Study Data Standards –
Data Exchange Standards
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• Required e-Study Data for 
NDA’s using CDISC  Oct 1st, 
2016

• CDISC TA Standards 
may be used in NDA 
applications
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(Slides courtesy Hiroshi Sakaguchi, PMDA)
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CFAST
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Collaborations & Governance

CFAST TAPSC 
Therapeutic Area Program

Steering Committee

CFAST SAC 
Scientific Advisory 

Committee

• Prioritizes/Approves Proposals
• Approves Projects & Charters
• Resources & Oversees Projects

• Provides Scientific Advice to TAPSC
• Identifies Risks and Opportunities
• Identifies/Engages Relevant Partners

10

CFAST is an initiative of CDISC and the Critical Path Institute to 
accelerate clinical research and medical product development by 

facilitating the creation and maintenance of data standards, tools, and 
methods for conducting research in therapeutic areas important to 

public health. 
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Working Principles
• Focus on core concepts that apply to all phases of 

clinical trials in a specific TA 
§ Aligns nicely with Comet’s COS’s (“represent the minimum 

that should be measured and reported in all clinical trials of a specific 
condition”)

• Use CDISC SHARE tools, where possible
§ to develop concept metadata, annotated CRFs, etc.

• Start with the end in mind
§ then develop beginning to end TA standards (Protocol -

CDASH - SDTM - ADaM) harmonized with existing CDISC 
Foundational Standards

• Reuse content, whenever possible, to assemble 
TA packages
§ Use previously developed content across TA standards as 

applicable (e.g., breast cancer - prostate cancer)
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Example Concept Map
• Illustrates	relationships	among	concepts	and	attributes

• Facilitates	understanding	(semantic	interoperability)	
among	functions	involved	in	standards	development

Self-Monitoring Blood Glucose (SMBG) – example

Diagram 2: Self-Monitoring 
Blood Glucose
Glucose measurements 
typically performed by subjects 
with diabetes are indicated. The 
glucose meter device requires a 
whole blood sample, but the 
glucose reading may be read as 
either a whole blood equivalent 
or a plasma equivalent. 



Advice Examples Explanations

ReferencesConcept 
Maps

What is in a TA Standard?
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CFAST TA Standards Pipeline
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Pre-CFAST 2012-2015 2015 2016 2017

Alzheimer’s v1 Asthma v1 Traumatic Brain 
Injury v1 One Mind

Kidney Transplant FDA-
CFAST Yr3

Oncology – Lung FDA 

Pain  Univ of 
Rochester

Alzheimer’s v2 C-
Path CAMD 
Consortium

Oncology - Breast Oncology – Colorectal 
FDA

CDAD FDA 

Parkinson’s v1 Multiple Sclerosis
MS Society

COPD Malaria Gates / WWARN Parkinson’s v2 C-Path 
CPP Consortium

Polycystic
Kidney Disease
v1  PKD 
Foundation

Diabetes v1 Virology v2 FDA Post Traumatic Stress 
Cohen Veterans 
Bioscience

Other tbd: 
Blood Cancer 
Osteoporosis, 
Hepatitis B

TB v1 Gates Cardiology 
Endpoints v1 FDA

TB v2 (pediatrics) C-
Path CPTR 
Consortium

Duchenne Muscular 
Dystrophy FDA – CFAST 
Yr3/C-Path D-RSC 
Consortium

Skin and Skin 
Structure Infections

Virology v1 Influenza  FDA Rheum. Arthritis Ebola

Hepatitis-C  FDA Cardiology Imaging General Anxiety Disorder 
/Biopolar

,

Schizophrenia FDA Oncology – Prostate 
FDA

HIV - FDA

Dyslipidemia Major Depression  
FDA CFAST Yr3

Huntington’s CHDI

http://www.cdisc.org/system/files/all/CFAST_ProjectPipeline.pdf
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Program Status

Q416

Q416

Q416

Q416
Q117

Q217

Q117

Q117

Q317

Stakeholder	resourced	

Volunteer	resourced

Q416

Q317

23 published TA 
standards to date

!
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Where we Found Comet Useful
• COMET Database Searches yielded results for 

Prostate Cancer, Colorectal Cancer, infectious 
diseases scoping

• We reference papers from the COMET database 
for bibliographical purposes within TA projects 
§ The papers help us to understand the clinical 

background
§ COMET has good holdings in the oncology and 

infectious diseases areas
§ TA teams especially benefit from papers that contain 

lists of questionnaires
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Prostate Cancer

(Chen RC et al, Recommended patient-reported core set of symptoms to measure in prostate cancer treatment trials, J Natl Cancer Inst (2014) 106(7)
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Where we Found Comet Useful

• Review of Comet COS helps to speed the scoping 
process by helping point to key clinical concepts 
and building knowledge for therapeutic areas
§ Listings of relevant Questionnaires, ratings and scales 

are very helpful

• The CFAST program will continue to review and 
reference Comet Initiative holdings on CFAST TA 
standards development projects. 
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